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The examination is being carried out on the following application documents: 

Description, Pages 

1-244 as originally filed 



Sequence listings part of the description, Pages 

1-6731 as originally filed 



Claims, Numbers 

1-15 as originally filed 



Divisional application - Article 76(11 EPC 

1 . Claims 1-14 do not fulfill the requirements of Article 76(1 ) EPC. 

1.1. Claim 1 discloses a method for diagnosing carcinoma comprising detecting 

increased expression of PPP3CC, wherein the control comprises normal tissue of 
the same tissue type. 

There is no basis in the earlier application for PP3CC being upregulated in 
carcinoma, PPP3CC is only mentioned in general as a diagnostic marker in Table 
108. Furthermore, although claim 1 1 of the earlier application provides a basis for 
a method of diagnosing carcinoma comprising detecting differential expression of 
PPP3CC, there appears to be no basis for the control comprising normal tissue of 
the same tissue type, only comparison with a second normal tissue type is 
disclosed. Furthermore, there appears to be no basis for a method of diagnosis 
detecting a homologue of PPP3CC. 

The last two objections also apply to claim 2. The same objections as for claim 1 
also apply to dependent claim 13. 
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1 .2, Claim 3 discloses a method of diagnosing e.g. prostate cancer comprising 

contacting SEQ ID NO:1587 from a prostate sample and a control sample with a 
probe and comparing the amount of duplex formed. No basis can be found for this 
subject-matter in the earlier application. 



1 .3. Claim 4 discloses a method of screening drug candidates comprising contacting a 
cell expressing a gene comprising SEQ ID NO:1587 or a homologue thereof with 
a drug candidate and detecting a two fold reduction in the expression level of 
PPP3CC. 

No basis can be found in the earlier application for said limit of two fold difference 
in expression level in relation to drug screening. Furthermore there is no basis for 
PPP3CC expression being reduced by anti-cancer drugs. Furthermore there 
appears to be no basis for said method using a gene comprising a homologue of 
SEQ ID NO;1 587. Furthermore there is only a basis for diagnosing stomach 
cancer (in [0024]) but not for screening for a drug treating said cancer. 

The objection to "gene comprising a homologue" also applies to claims 5-10 and 
14. 



1 .4. Claim 9 discloses the medical use of an inhibitor of a CA protein for treating e.g. 
stomach cancer, wherein the CA protein is encoded by a gene comprising a 
homologue of SEQ ID NO:1 587. There is only a basis in the earlier application for 
diagnosing stomach cancer (in [0024]) but not for treating said cancer. 



1 .5. Claim 1 1 discloses a method for diagnosing carcinoma comprising sequencing a 
CA gene comprising or encoding a nucleotide sequence at least 98% identical to 
SEQ ID NO: 1587. There appears to be no basis in the earlier application for a CA 
gene comprising SEQ ID NO:1587 or a homologue thereof. 



1 .6. Claim 12 discloses a method of determining gene copy number using a probe 
comprising SEQ ID NO:1587 or a homologue thereof. Although there is a basis in 
the earlier application for a CA gene used as a probe (in [0212]), there appears to 
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be no basis for a probe comprising SEQ ID NO:1587 or a homologue thereof. 



2. The claim features without a basis in the earlier application are not considered 
when assessing novelty of the present application. 



Novelty - Article 54 EPC 

3. The present application does not meet the requirements of Article 52(1 ) EPC 

because the subject-matter of claims 1-15 is not new within the meaning of Article 
54(1) and (3) EPC. 

PCT application No. WO03/053224 published on 03-07-2003 claims the valid . 
priority date of 20-12-2001 . it has been supplied to the European Patent Office in 
one of its official languages according to Article 153(3) and (4) EPC and the filing 
fee provided for in Rule 1 59(1 )(c) EPC or Article 39(1 ) PCT has been paid. The 
requirements of Rule 1 65 EPC are thus fulfilled. 

Its content as filed is therefore considered to be comprised in the state of the art 
relevant to the question of novelty, pursuant to Article 54(3) EPC. This earlier 
application shows: 

-A method for diagnosing carcinoma comprising determining differential 
expression of SEQ ID NO:1587 (PPP3CC) (claim 1 1 , Table 6), wherein e.g. 
stomach cancer can be diagnosed (p3 par. 6) and wherein the change in 
expression is e.g. 1 00% (p26 par. 2). 

-A method of screening drug candidates comprising comparing the expression of 

SEQ ID NO:1587 in the presence and absence of the drug candidate (claims 6-7). 

-A method for screening for a bioactive agent capable of binding to or modulating 

the activity of a protein encoded by SEQ ID NO:1587 (claims 8-9). 

-A method of evaluating the effect of a candidate carcinoma drug comprising 

determining alterations in expression or activation of PPP3CC (claim 10). 

-A method for inhibiting the activity of a protein encoded by SEQ ID NO:1 587 

(claim 12) as well as a related medical use (claim 13). 

-A method of neutralising the effect of a protein encoded by SEQ ID NO:1587 

(claim 14). 
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-A method of diagnosing carcinoma by sequencing PPP3CC (claim 18). 

-A method of determining CA gene copy number using a PPP3CC probe (claim 

19). ' 

-An antibody specifically binding a protein encoded by SEQ ID NO: 1587 (claim 
16). 

-A biochip comprising a nucleic acid segment of SEQ ID NO:1587 (claim 17). 

Thus, it is prejudicial to the novelty of the subject-matter of claims 1-15 of the 
present application. 



Exceptions to patentability - Article 53 EPC 

4. Claims 8 and 10 disclose methods for respectively inhibiting the activity and 

neutralising the effect of a PPP3CC protein. These are interpreted as methods of 
treatment, which are excluded from patentability according to Article 53(c) EPC. 



Sufficiency of disclosure, Clarity and Support- Articles 83 and 84 epc 

5. The application does not meet the requirements of Articles 83 and 84 EPC, 

because claims 1-11 and 13-15 are not clear, fully supported and/or sufficiently 
disclosed. 

5.1 . Claim 2 discloses a method for diagnosing carcinoma comprising detecting 
differential expression of SEQ ID NO:1587 (PPP3CC), but without specifying 
whether the expression is up- ordownregulated in carcinoma. It is consequently 
unclear and insufficiently disclosed how to perform the method of diagnosis of 
claim 2. 

The same applies to dependent claim 13. The same also applies to claim 11, 
wherein it is not disclosed how to use the sequencing result to diagnose 
carcinoma. 



5.2. It is unclear what is meant with "a gene... encoding a nucleotide sequence" in 
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claim 4, The same applies to claims 5-11 and 14. 



5.3. Claim 15 discloses a biochip comprising segments of SEQ ID NO:1587 or 

fragments thereof. It is unclear how short these fragments can be. It is furthermore 
unclear what is the difference between segments and fragments. 



5.4. There is no support in the application as filed that SEQ ID NO.1587 is upregulated 
in carcinoma, nor that its downregulation/inhibition would be useful for treating 
carcinoma. This applies to claims 1, 3-4 and 9. 



Conciseness - Article 84 EPC 

6. Claims 1-4, 7-8 and 10-11 have been drafted as separate independent claims. 

Under Article 84 in combination with Rule 43(2) EPC, an application may contain 
more than one independent claim in a particular category only if the subject-matter 
claimed falls within one or more of the exceptional situations set out in paragraph 
(a), (b) or (c) of Rule 43(2) EPC. This is not the case in the present application, 
however, for the following reasons: 

-Claims 1-3 and 11 all disclose methods of diagnosing prostate, colon, stomach 
or breast cancer, 

-Claims 4 and 7 both relate to methods evaluating the ability of drug candidates 
to alterate the expression level of SEQ ID NO:1587. 
-Claims 8 and 10 both relate to methods for inhibiting/neutralising the 
activity/effect of a protein encoded by SEQ ID NO:1587. 

In the further prosecution of the application, failure to file an amended set of 
claims which complies with Rule 43(2) EPC may lead to refusal of the application 
under Article 97(2) EPC. 
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Bitte beachten Sie, dass angefuhrte Nichtpatentliteratur (wie z. B. 
wissenschaftliche oder technische Dokumente) je nach geltendem Recht 
dem Urheberrechtsschutz und/oder anderen Schutzarten fur schriftliche 
Werke unterliegen konnte. Die Vervielfaltigung urheberrechtlich 
geschutzter Texte, ihre Verwendung in anderen elektronischen oder 
gedruckten Publikationen und ihre Weitergabe an Dritte ist ohne 
ausdruckliche Zustimmung des Rechtsinhabers nicht gestattet. 



Veuillez noter que les ouvrages de la litterature non-brevets qui sont 
cites, par exemple les documents scientifiques ou techniques, etc., 
peuvent etre proteges par des droits d'auteur et/ou toute autre protection 
des ecrits prevue par les legislations applicables. Les textes ainsi 
proteges ne peuvent etre reproduits ni utilises dans d'autres publications 
electroniques ou imprimees, ni rediffuses sans I'autorisation expresse du 
titulaire du droit d'auteur. 



Please be aware that cited works of non-patent literature such as 
scientific or technical documents .or the like may be subject to copyright 
protection and/or any other protection of written works as appropriate 
based on applicable laws. Copyrighted texts may not be copied or used 
in other electronic or printed publications or re-distributed without the 
express permission of the copyright holder. 
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